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DRAFTED BY DHEW/FDA: JRWEINROTH, M.D.:CM 
APPROVED BY OES/APT/BMP:MCRAWFORD 
DHEW/OIH: RFISCHER 
EUR/CE:SKLINGAMAN(INFO) 

EUR/NE:DDONCHI(INFO) 

EUR/NE:REWOODS(INFO) 

EUR/CWSCHALLER(INFO) 

084036 270729Z/21 

R 26203 8Z AUG 77 
FM SECSTATE WASHDC 
TO AMEMBASSY COPENHAGEN 
AMEMBASSY OSLO 
AMEMBASSY STOCKHOLM 
AMEMBASSY BONN 

UNCLAS STATE 204698 

E.O. 11652: N/A 

TAGS: OGEN, OTRA, ETRD, EIND, TBIO, DA, NO, SW, GW 

SUBJECT: FDA REPRESENTATIVE PROVIDING TECHNICAL AND 

CONSULTATIVE ASSISTANCE TO FOREIGN DEVICE MANUFACTURERS 

1 . FDA ADVISES THAT MR. JAMES BUMILLER OF THE OFFICE OF THE 
EXECUTIVE DIRECTOR OF REGIONAL OPERATIONS WILL BE IN EUROPE 
OCTOBER 15-NOVEMBER 3, 1977. 

2. MR. BUMILLER WILL VISIT FIVE DEVICE MANUFACTURING FIRMS 
TO DETERMINE IF THEIR FACILITIES AND OPERATIONS ARE IN 
ACCORDANCE WITH CURRENT GOOD MANUFACTURING PRACTICE 
REGULATIONS AND WILL REPORT ANY SIGNIFICANT DEVIATIONS WHICH 
WOULD HAVE AN ADVERSE EFFECT UPON THE SAFETY AND/OR EFFICACY 
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OF SUCH DEVICES THEY MAY IMPORT INTO THE UNITED STATES. 

3. ITINERARY AS FOLLOWS: 

OCTOBER 14, 1977 DEPART WASHINGTON, D.C. FOR COPENHAGEN, 

DENMARK 

OCTOBER 17-19 VISIT DAKO 
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OCTOBER 19 TRAVEL COPENHAGEN TO OSLO 
OCOTBER 20,21,24 VISIT NYEGAARD (OSLO) 

OCTOBER 25,26 VISIT NYEGAARD (LINDESNES) 

OCTOBER 26 TRAVEL OSLO TO MALMO 

OCTOBER 27-29 VISIT FERROSAN 

OCTOBER 29 TRAVEL MALMO TO HEIDELBERG 

OCTOBER 31, AND 

NOVEMBER 1-2 VISIT SERVA 

NOVEMBER 3 DEPART HEIDELBERG FOR WASHINGTON, D.C. 

4. ASSISTANCE OF EMBASSIES WILL NOT BE REQUIRED. CHRISTOPHER 
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